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Dear Sir: 

I, Alan John Mileham, hereby declare the following: 



1 . From 2006 to present I have been the Head of Genomics at Genus. 

2. I obtained a Bachelor of Science Honours in Genetics from the University of 
Leeds in 1977 and a PhD in Molecular Biology from the University of Edinburgh in 1980. 
From 2000 to 2004 1 was the PIC/Sygen Molecular biology Research Manager for PIC 
International Group and from 2004 to 2006 1 was the Laboratory Director for Sygen 
International. At PIC and Sygen, one aspect of my work focused on providing genetically 
superior pig breeding stock. Another aspect of our work focused on the identification and 
association of polymorphic markers with desired traits in pig breeding stock. 



3. 



A copy of my CV is attached herewith (Exhibit A). 



4. I understand that the Examiner has rejected claims 1, 2, 4-10, 25, 26, 45 and 
57-63 of the application under 35 U.S.C. § 1 12, first paragraph on the basis that these claims 
contain subject matter which is not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

5. This Declaration is submitted herein to demonstrate that the data presented in 
the first analysis of Example 3 is statistically significant, despite the statement in the 
specification that the effect on parities is overestimated due to the data structure. In addition, 
this declaration is also submitted to demonstrate that the data presented in the second analysis 
of Example 3 is additionally statistically significant. 

6. In the first analysis of Example 3 titled "Samples from old surviving sows and 
from young sows culled during the first 4 parities" 996 sows (972 were successfully 
genotyped) from four different farms were genotyped and tested for the effect of SNP 3832 
on the number of parities. Samples from old surviving sows and from young sows culled 
during the first 4 parities were used (see figure xl below). 

Figure xl: Distribution of parity. 
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As illustrated in figure xl, selective genotyping scheme was used in this study, meaning that 
the high and low extremes of the population were genotyped. When using a selective 
genotyping scheme, the marker effects are usually overestimated. However, the significance 
levels (P- values) are correct. Therefore, while it would be expected that the marker effect 
would be smaller than the 1.1 1 parities per allele, the P-value of 0.004 is still accurate and 
highly significant. 

7. This declaration additionally presents results from the most recent 
experiments regarding the analysis titled "Germany (GER): Longevity (reproduction) data 
from sows with known pedigree with DNA samples from their sires" presented in Example 3. 
The most recent analysis (August 2007) was conducted by including all available sires that 
had over 10 daughters and using their most updated phenotypes. Data from 239 sires was 
used (with records on over 51,000 daughters), 139 of which were line L02 and 100 of which 
were from L03. Genotypes were collected on the sires, and the phenotype was the sire's 
estimated breeding value (EBV) for their daughters' age at culling, for sires from L02 and 
L03. Sires used in the trial had to have at least 10 daughters that completed their lifetime 
production. The completion of a lifetime production is defined as the daughters either died or 
were culled. As the experimental design is defined, it is expected that more sires will become 
available overtime and that the phenotypes (EBV) of old and new sires will continue to 
change as more siblings and relatives enter and leave the production cycle and affect the sire's 
EBVs. Therefore repeated analysis using the most recent phenotypes is expected to differ 
from previous analysis. A significant dominant effect of SNP 3832 was demonstrated in line 
L02. The '12' genotype had the highest culling-age with dominant effect of 18.9 days and p- 
value of P=0.053. In L03, however, the marker had no significant additive (p=0.550) or 
dominant (p=0.832) effects. The lack of consistency between L02 and L03 in this study is not 
an uncommon occurrence. The fact that different single nucleotide polymorphisms (SNPs) 
(within the same gene or in different genes) have different effects in different breeds, lines or 
crosses tends to be the rule rather than the exception, and does not negate the value of this 
marker when used with appropriate sampling. 
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8. I hereby declare that all statements made herein of my own knowledge are 
true, and that all statements made on information and belief are believed to be true; and 
further that these statements were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1 001 of Title 
18 of the United States Code, and that such willful false statements may jeopardize the 
validity of the application, any patent issuing thereon, or any patent to which this verified 
statement is directed. 





Dr. Alan John Mileham 
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CURRICULUM VITAE 



NAME Alan John Mileham 

DATE OF BIRTH 1 3 October 1 955 
PLACE OF BIRTH Coventry UK 

MARITAL STATUS Married to Karen, three children born 1990, 1993 & 1997 

EDUCATION BSc Honours Genetics, University of Leeds 1 977 

PhD Molecular Biology, University of Edinburgh 1980 
Project; cloning genes from bacteriophage T4. 

PROFESSIONAL Postdoctoral Associate 1 980-1 983 

EXPERIENCE University California San Diego and The Agouron Institute, 
La Jolla California USA 

Project; cloning luciferase genes from marine bacteria 

Postdoctoral Fellow 1983-1987 

Leicester Biocentre, University of Leicester UK 

Project; molecular genetics of protein secretion from yeast cells 

Senior Scientist 1987-1996 
Dalgety pic, Cambridge UK 

Projects; development of molecular marker systems in pigs; 

male reproduction research in pigs, including testis 
gene expression, semen preservation and semen 
assessment; shelf life studies on home baking and 
cooking sauce products. 

Group Reproduction Research Manager 1996 - 2000 
PIC International Group and University of Cambridge UK 
Responsibilities; development of a research team to develop a 
novel semen sexing system; development of 
external research collaborations on semen 
sexing, preservation and assessment; 
development of an international network on 
male reproduction; liaison with University of 
Cambridge and the Department of Pathology. 

Molecular Biology Resource Manager 1998 - 2000 
PIC International Group and University of Cambridge UK 
Responsibilities; management of PIC s molecular biology 
research workplan and delivery of projects 
according to agreed timelines; line 
management of molecular biology team; 
liaison with University of Cambridge. 



PIC Studentship Co-ordinator 1998 - 2000 
PIC International Group and University of Cambridge UK 
Responsibilities; co-ordination of PIC's CASE studentship 
programme including project development 
and selection, student recruitment, liaison 
with BBSRC, student training, project 
reporting and organising annual conference. 

PIC/Sygen Molecular Biology Research Manager 2000 - 2004 
PIC International Group, Berkeley California 
Responsibilities; establishment and management of 

PIC/Sygen' s molecular biology research 
workplan at the Berkeley facility and 
delivery of projects according to agreed 
timelines; line management of molecular 
biology team; liaison with PIC Health 
Biotechnology and Cambridge groups. 

Franklin Laboratory Director 2004 - 2006 

Sygen International, Franklin, Kentucky 

Responsibilities; establishment and management of Sygen' s 
molecular biology research workplan at the 
Franklin facility and delivery of projects 
according to agreed timelines; line 
management of molecular biology team; 
liaison with PIC Health Biotechnology and 
Cambridge groups. 

Head of Genomics 2006 - present 
Genus, DeForest, Wisconsin 

Responsibilities; establishment and management of Genus' 
genomics research workplan at the 
DeForest facility and delivery of projects 
according to agreed timelines; line 
management of genomics team; 
member of Genus's senior technology 
management team. 
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